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Period for Reply 

A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) FROM 
THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1.136(a). In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 

- If the period for reply specified above is less than thirty (30) days, a reply within the statutory minimum of thirty (30) days will be considered timely. 

- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication. 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 133). 
Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent term adjustment. See 37 CFR 1.704(b). 

Status 

1)D Responsive to communication(s) filed on . 

2a)D This action is FINAL. 2b)K This action is non-final. 

3) D Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quay/e, 1 935 CD. 1 1 , 453 O.G. 21 3. 

Disposition of Claims 

4) S Claim(s) 9-16 is/are pending in the application. 

4a) Of the above claim(s) is/are withdrawn from consideration. 

5) D Claim(s) is/are allowed. 

6) (3 Claim(s) 9-16 is/are rejected. 

7) D Claim(s) is/are objected to. 

8) D Claim(s) are subject to restriction and/or election requirement. 

Application Papers 

9) D The specification is objected to by the Examiner. 

10) D The drawing(s) filed on is/are: a)D accepted or b)D objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1 .85(a). 
Replacement drawing sheet(s) including the correction is required if the drawing(s) is objected to. See 37 CFR 1.121(d). 

11) D The oath or declaration is objected to by the Examiner. Note the attached Office Action or form PTO-152. 

Priority under 35 U.S.C. § 119 

12) d Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 119(a)-(d) or (f). 
a)D All b)D Some * c)D None of: 

1 .□ Certified copies of the priority documents have been received. 

2. Q Certified copies of the priority documents have been received in Application No. . 

3. D Copies of the certified copies of the priority documents have been received in this National Stage 

application from the International Bureau (PCT Rule 17.2(a)). 
* See the attached detailed Office action for a list of the certified copies not received. 
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1) ^ Notice of References Cited (PTO-892) 4) □ Interview Summary (PTO-413) 

2) □ Notice of Draftsperson's Patent Drawing Review (PTO-948) Paper No(s)/Mail Date. . 

3) □ Information Disclosure Statement(s) (PTO-1449 or PTO/SB/08) 5) □ Notice of Informal Patent Application (PTO-152) 

Paper No(s)/Mail Date . 6) Q Other: . 
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The preliminary amendment of 1/13/98 has been entered. Claims 10-16 are 
pending and under examination. 

The application is objected to because of alterations which have not been 
initialed and/or dated as is required by 37 CFR 1 .52(c). A properly executed oath or 
declaration which complies with 37 CFR 1.67(a) and identifies the application-by- 
application number and filing date is required. 

Note alteration of claim 1 3 in the preliminary amendment. 

Claims 9 and 10 are objected to because of the following informalities: In claim 
9, step h) would read less awkwardly if - the comparison of - were to be inserted after 
'kialyzincj'. In claim 10 it is believed that "homeophatid 1 should read as-homeopathic-. 
Appropriate correction is required. 

Claim 1 3 recites new matter by virtue of reciting new subgenuses of cells. 
Following original claim 5, the Markush group of claim 13 must read as-normal 
allergenic cells, normal autogenic cells and normal xenogenic cells— in order to not enter 
new matter. 

Claims 9-16 are rejected under 35 U.S.C. 112, second paragraph, as being 
indefinite for failing to particularly point out and distinctly claim the subject matter which 
applicant regards as the invention. 

Claim 9 is completely confusing as to what the goal of the method may be, as to 
what "activity of immune cells is being measured, as to how the added components 
interact, and as to what conclusions are to be drawn from the measurements/ 
determinations. More particularly, the preamble refers to a "compound 1 while no 
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"oompound' is recited in any claim step. Is the'bompound' the same as the "substrate 1 or 
the"pharmaceutical product, or is it something else? 

In step c) "changes via cell interactions is unclear. Does this "change result from 
interactions between "immune and 'target' cells; and, if so which of these two cell types is 
the one which "changed the structure of the substrate: It is also not clear what kind of 
'Interaction^' between the "immune and"targef cells might be-e.g. do thelmmund' cells 
become activated by the target cells. Do the"targef cells become lysed by the "immune 
cells? 

In step d) it is not clear what kind of base "activity is being determined and what 
product the spectrophotometer is being used to measure. Is the spectrophotometer 
being used to measure the "change in the structure of the "substrate' and, if so , is it being 
used to measure a structural "changd' of an intracellular (in which of the two cell types) or 
of an extracellular product? 

In step e)"xenogenid' is unclear. Is this with respect to the "individual organisnrl' or 
to the 'target cells? 

In step F) "reaction activity is unclear. Is this also conducted with a 
spectrophotometer to measure whatever product was determined in step d)? 

Step h) is unclear as to how the comparing of previous step g) can result in a 
'tolerance. It is unclear what kind of effect or reaction the "individual organism!' is 
supposed to 'tolerate'. If the activity of step f) is higher than that of step d), does this 
indicate a'tolerancd' or the opposite thereof? 
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Likewise, step h) is unclear as to how the comparing of previous step g) can 
result ineffectiveness. It is unclear what kind of result or reaction is supposed to show 
"effectiveness for the "individual organisnrf. If the activity of step f) is higher than that of 
step d), does this indicate and "effectiveness or the opposite? 

In step i) "undesirable effects are unclear. Previous step h) has stated nothing 
absent'lindesirable effects and it is not clear what kind of effect or reaction is 
'Undesirable. Is lack of tolerance desirable or'tindesirabld? Is "effectiveness desirable or 
\indesirabld? If the activity of step f) is higher than that of step d), does this indicate an 
'Undesirable effect or the opposite? 

In step j) "effectiveness and "tolerance are unclear for reasons noted supra. 

In step j)" possible alternative xenogenic pharmaceutical products is unclear; are 
the "first and second products to be considered'"alternativ£ J to each other, or are theTirst 
and second products to be considered as alternative to as set of additional products that 
would be listed as the 3 rd through Nth? 

In claim 10 "homoeopathic active substances is unclear. What property or effect 
makes these "active? 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 
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(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 1 02 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

Claims 9-16 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Hulsen et al in view of Rohehm et al. 

Hulsen et al, as admitted by applicant at specification page 1, show the essential 
aspects of the instant invention, except that they use radioactive tritium, rather than a 
'Substrate', to measure viability of target cells. 

Examiner notes that Hulsen et al obtained immune cells (PBMC) from normal 
individuals or tumor bearing individuals (page 530, col. 1). These cells were then 
incubated with each of three xenogenic pharmaceutical products all derived from 
mistletoe plants (page 530, col. 2). These incubated immune cells are then mixed with 
target cells, which are k 562 cancer cells (page 530, col. 2). Cytotoxicity of the immune 
cells against the target K 562 is then measured as an activity. 

It is noted that Hulsen et al add the xenogenic pharmaceutical product to the 
immune cells with target cells. This does not preclude use of this reference, because 
nothing requires that steps b) and c) of instant claim 9 be conducted sequentially. 

Hulsen et al also provide control tests to determine spontaneous release: 
immune cells are incubated with media alone (p. 530, col. 2-3). These incubated cells 
correspond to those used in instant step d) to determine a "base activity. Hulsen et al 
compare the cytotoxic effects of the pharmaceutical upon incubated immune cells and 
control immune cells by calculating a "percentage of cytotixocity (p. 530 col. 3). Hulsen 
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et al then use these calculated results to evaluate the effectiveness of each of the 
pharmaceutical preparations for each of the patients (page 590, col. 3-page 59, col. 1 ). 

As stated supra Hulsen et al use radioactive tritium rather than a substrate to 
measure the viability of target cells. Motivation to use a substrate, such as a tetrazolium 
salt, is provided by Rohehmetal. They teach that use of the tetrazolium salt MTT 
provides the advantage of avoiding the use of radioisotopes (page 257, col. 2). They 
teach that use of the tetrazolium salt XTT provides the additional advantage of avoiding 
the need to dissolve the formazan crystals formed as a product of the MTT substrate 
(page 257, col. 2-page 258, col. 1 ). The products of the MTT or XTT substrates are 
read on a spectrophotometer (The microplate readers used by Rohehm et al. at page 
259, cols. 1 and 2 provide "spectrometrid' readings). One would have thus be fully 
motivated to use a substrate, such as the MTT or XTT taught by Roehm et al, in lieu of 
the radioactive tritium used by Hulsen et al. 

Hulsen et al and Roehm et al are cited on attached from PTO-892 but are not 
provided with this action. These references and others were provided by applicant in a 
disclosure statement, which lacked form PTO-1449. References not relied upon for 
prior art teachings art not listed on form PTO 892. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to David Saunders whose telephone number is (571) 272- 
0849. The examiner can normally be reached on Monday to Thursday from 8 AM to 
5:30 PM and on alternate Fridays. 
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If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Christina Chan can be reached on (571) 272-0841 . The fax phone number 
for the organization where this application or proceeding is assigned is 703-872-9306. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). 



Saunders/LR 
November 5, 2004 
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